Considering risk.
Medical device manufacturers have to go to a lot of effort before they can bring a new product to market. Even when the product is on the market there are many things to consider to keep it there. These efforts are deemed worth making, because they believe that there will be a "return on investment." In many cases this expectation proves to be right, sometimes it does not. They must be prepared to take some risk. This article discusses the regulated environment in which research into (new) medical devices takes place and the management of regulatory risk.